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Clobetasol Propionate Gel 0.05% PK-2553-0
FOR TOPICAL USE ONLY. o

DESCRIPTION: Clobetasol Propionate Gel 0.05% contains the active compound clobetasol propi-

onate, a syntivetic corticosteroid, for topical dermatologic use. Clobetasol, an analog of prednisolone,

has a high degree of glucocorticoid activity and a slight degree of mineralocorticoid activity.
Chemically, clobetasol propicnate is 21-Chloro-9-fluoro-118,17-dihydroxy-168-methylpregna-1.4-

diene-3,20-dione 17-prop|onate and it has the following Structural formula:

CH,CI

Clobetasol propionate has the molecutar formula C,H.,CIFO, and a malecular weight of 466.98. It
is a white to cream-colored crystaliine powder insoluble in water.

Each gram, for topical administration, contains clobetasol propionate 0.5 mg in a base of propy-
lene glycol, carbomer 934P, sodium hydroxide, and puritied water.

CLINICAL PHARMACOLOGY: Like other topical corticosteroids, clabetasol propionate has anti-inflam-
matory, antipruritic, and vasoconstrictive properties. The mechanism of the anti-inflammatory activi-
ty of the topical steroids, in general, is unclear. However, corticosteruids are thought to act by the
induction of phospholipase A, inhibitory proteins, collectively catied lipocortins. It is postulated that
these proteins control the biosynthesis ol potent mediators of inflammation such as prostaglandins
and leukotrienes by inhibiting the release of their common precursor, arachidonic acid. Arachidonic
acid is released frem membrane phospholipids by phospholipase A,.
Pharmacokinetics: The extent of percutaneous absorption of topical corticosteroids is determined by
many tactors, including the vehicle and the integrity of the epidermal barrier. Occlusive dressing with
hydrocortisone for up to 24 hours has not been demonstrated to increase penetration; however, occlu-
sion of hydrocortisone for 96 hours markedly enhances penetration. Topical corticosteroids can be
ahsorbed from norma intact skin, while inflammation and/or other disease processes in the skin may
ption. Greater ption was observed for the clobetasol propionate gel
1ormulat|on as compared to the cream formulation in in vitro human skin penetration Studies.
Studies performed with clobetasol propionate gel indicate that it is in the super-high range of
potency as compared with other topical corticosteroids.

INDICATIONS AND USAGE: Clobetasol propionate gel is a super-high potency corticosteroid formu-
lation indicated for the refief of the inflammatory and pruritic manifestations of corticosteroid-respon-
sive dermatoses. Treatment beyond 2 consecutive weeks is not recommended, and the total dosage
should not exceed 50 ¢ per week because of the potential for the drug to suppress the hypothalam-
ic-pituitary-adrenal (HPA) axis. Use in children under 12 years of-age is not recommended.

CONTRAINDICATIONS: Clobetaso! propionate gel is contraindicated in those patients with a history of
hypersensitivity to any of the components of the preparation.

PRECAUTIONS:
Clobetasol propionate is 3 highly potent topical corticosteroid that has besn shown to
suppress the HPA axls at doses as low as 2 g per day.

Systemic absorption of topical corticosteroids can produce reversible HPA axis suppression with
the potential for glucocorticosteroid insufficiency after withdrawal trom treatment. Manifestations of
Cushing’s syndrome, hyperglycemia, and glucosuria can also bie produced in Some patients by sys-
temic absorption of topical corticosteroids while on therapy.

Patients receiving a large dose applied to a large surface area shouid be evaluated periodically for
evidence of HPA axis suppression. This may be done by using the ACTH stimulation.-3.m. plasma cor-
tisol, and wrinary free cortisol tests. Patients receiving super-potent corticosteroids should not be
treated for more than 2 weeks at a time, and only small areas should be treated at any one time due
to the increased risk of HPA suppression.

If HPA axis suppression is noted, an attempt should be made to withdraw the drug, to reduce the
trequency of application, or to substitute a less potent corticosteroid. Recovery of HPA axis function
is generally prompt and complete upon discontinuation of topical corticosteroids. Infrequently. signs
and symptoms of glucocorticosteroid insufficiency may occur that reguire supplemental systemic
corticosteroids. For information on systemic supplementation, see prescribing information for those
products.

Children may be more susceptible to systemic toxicity from equivalent doses due to their larger
skin surface to body mass ratios (see PRECAUTIONS: Pediatric Use).

i1 irritation-develops, clobetasol propionate ge! should be discontinued and appropriate therapy
instituted. Allergic contact dermatitis with corticosteroids is usually diagnosed by observing failure to
heal rather than noting a clinical exacerbation as with most topical products not containing corticos-
teroids. Such an observation should be corroborated with appropriate diagnostic patch testing.

If concomitant skin infections are present or develop, an appropriate antifungal or antibacterial
agent should be used. 1 a favorable response dees not occur promptly, use of clobetasol propionate
gel should be discontinued until the infection has been adequately controlied.

CTobatasol propionate yel should not be used in the treatment of rosacea or perioral dermati-
tis, and should not be used on the face, groin, or axiliae.

Information for Patients: Patients using topical corticosteroids should receive the following informa-

tion and instructions:

1. This medication is to be used as directed by the physician. It is for external use only. Avoid
contact with the eyes.

2. This medication should not be used for any disorder other than that for which it was prescribed.

3. The treated skin area should not be bandaged or otherwise covered or wrapped SO as to be
occlusive unless directed by the physician.




4, Patients should report any signs of local adverse reactions to the physician.
5. Patients should inform their physicians that they are using Clobetasal propionate gel if surgery is
contempiated.
Laboratory Tests: The foliowing tests may be helptul in evaluating patients for HPA axis suppression:
ACTH stimulation test
AM. plasma cortisol test
Urinary free cortisol test
Carcinogenasis, Mutagenesis, Impairment of Fertllity: Long-term animal studies have not been per-
formed to evaluate the carcinogenic potential of clobetaso! prapionate.
Studies in the rat foliowing oral administration at dosage levels up to 50 mg/kg per day revealed
no significant effect on the males. The females exhibited an increase in the number of resorbed

- embryos and a decrease in the number of fiving fetuses at the highest dose.

Clobetasol propionate was nonmutagenic in three different test systems: the Ames test, the
Saccharornyces cerevisiae gene conversion assay, and the £. coli B WP2 fiuctuation test.
Pregnancy Terategenic Effects: Pregnancy Category C: Corticosteroids have been shown to be ter-
atogenic in laboratory animals when administered Systemically at relatively low dosage levels. Some
corticosteroids have been shown to be teratogenic after dermal application to laboratory animals
Clobetasol propionate has not been tested for teratogenicity by this route; however, it is absorbed
percutaneously, and when administered subcutaneously it was a signiticant teratogen in both the rab-
bit and mouse. Clobetasol propionate has greater teratogenic potential than steroids that are less
potent. .
Teratogenicity studies in mice using the subcutaneous route resulted in fetotoxicity at the highest
dose tested (1 mg/kg) and teratogenicity at all dose levels tested down to 0.03 mg/kg. These doses
are approximately 0.33 and 0.01 times, respectively, the human topicai dose of clobetasol propionate

_ gel..Abnormalities seen included ¢lett palate and skeletal abnormalities.

In rabbits, clobetasol propionate given by the same route was teratogenic at doses of 3 and 10
meg/kg. These doses are approximatety 0.001 and 0.003 times, respectively, the human topical dose
of clobetaso! propionate gel. Abnormalities seen inciuded cleft patate, cranioschisis and other skele-
tal abnormalities. -

_There are no adequate and well-controlled studies of the teratogenic potential of clobetasol propi-

onate in pregnant-women. Clobetaso! propionate gel should be used during-pregnancy only if the
potential benefit justifies-the potential risk to the fetus. . ,
Nutsing-Mothers: Systemically administered corticosteroids appear in human milk and could sup-
press growth, interfere with endogenous corticosteroid production, or cause other untoward effects.
It is not known whether topical administration of corticosteroids could result in sufficient systemic
absorption to produce detectable quantities in human mitk. Because many drugs are excréted in
human milk, caution should be exercised when clobetasol propionate gel is administered to a nurs-
ing woman.
Pediatric Use: Safely and etfectiveness of clobetasol propionate gel in children and infants have
not been established; thersfore, use in children under 12 ysars of age is not recommended.
Betause of a higher ratio of skin surface arsa to body mass, children are at a greater risk than
adults of HPA axis suppression when they are treated with topical corticosteroids. They are there-
fors aiso at greater risk of glucocorticosterold insulficiency alter withdrawa! of treatment and of
Cushing's syndrome while on reatment. Adversa stfscts inciuding strise have been rsported with
inappropriate use of toplcal corticosteroids in intants and children (see PRECAUTIONS).

HPA axis suppression, Cushing's syndrome, and Intracranial hypertension have been reported in
children receiving topical corticosteroids. Manifestations of adrenal suppression in children include
linear growth retardation, defayed weight gain, low plasma cortisol levels, and absence of response
to ACTH stimulation. Manifestations of intracranial hypertension include buiging fontanelies,
headaches, and bilateral papilledema.

ADVERSE REACTIONS: In a'controlled trial with clobetasol propionate gel, the only reported adverse
reaction that was considered to be drug related was a report of burping sensation (1.8% of-treated
patients). —

in larger controlled clinical trials with other clobetasol propionate formulations, the most frequently
reported adverse reactions have included burning, stinging, irritation, pruritis, erythema, folliculitis, crack-
ing and fissuring of the skin, numbness of fingers, skin atrophy and telangiectasia (alt less than 2%).

Cushing's syndrome has been reported in infants and adults as a result of prolonged use of topi-
cal clobetasol propionate formulations.

The following additional local adverse reactions are reported infrequently with topical corticos-
teroids, but may occur more frequently with Super-high potency corticosteroids such as clobetasol
propionate gel. These reactions are listed in approximate decreasing order of occurrence: dryness,
hypertrichosis, acneiform eruptions, hypopigmentation, perioral dermatitis, allergic contact dermati-
tis, secondary infection, irritation, striae, and miliaria.

OVERDOSAGE: Topically applied clobetasol propionate gel can be absorbed in Sufficient amounts to
produce systemic effects (see PRECAUTIONS).

DOSAGE AND ADMINISTRATION: Apply a thin layer of clobetasol propionate gel to the affected skin -

areas twice daily and rub in gently and completely (see INDICATIONS AND USAGE).

Clobetasol propionate gel is a super-high potency topical corticosteroid; therefore, treatment
shoutd be limited to 2 consecutive weeks, and amounts greater than 50 g per week should not be
used.

As with other highly active corticosteroids, therapy should be discontinued when control has been ~

achieved. If no improvement is Seen within 2 weeks, reassessment of diagnosis may-be necessary.
Clobetaso! propionate gel should not be used with occlusive dressings.

HOW SUPPLIED: Clobetasol Propionate Gel, 0.05% is supplied in 15 g. 30 9. and 60 g tubes.

Stors between 15° and 30°C (59° and 86°F). Ciobetasol Propionats Gel should not be refriger-
-ated.
Rx only

Mfd. by: Taro Pharmaceuticals Inc., Bramaiea, Ontario, Canada L6T 1C3
Issued: June 1998 -
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FOR TOPICAL USE ONLY.
DESCRIPTION: Ciobetasol Propi Gel 0.05% contains the active compound clobetasol propi-

onate, a synthetic corticosteroid, for topical dermatologic use. Clobetasol, an analog of prednisolone.
has a high degree of glucocomcmd activity and a slight degree of mineralocorticoid activity.
ically, clob propionate is 21-Chlorg-9-fluoro-11p,17-dihydroxy-16p-methylpregna-1.4-

dlene 3,20- dlone 17-propionate, and it has the following structural formula:
CH,CI

Clobetasol propionate has the molecular formula C,H,,CIFO, and a molecular weight of 466.98. It
is a white to cream-colored crystalline powder insoluble in water.

Each gram, for topical administration, contains clobetasol propionate 0.5 mg in & base of propy-
lene glycol, carbomer 934P, sodium hydroxide, and putified water.

CLINICAL PHARMACOLOGY: Like other topical corticosteroids, clobetasol propionate has anti-inflam-
matory, antipruritic, and vasoconstrictive properties. The mechanism of the anti-inflammatory activi-
ty of the toplcal steroids, in general, is unclear. However, corticosteroids are thought to act by the
duction of phospholipase A, inhibitory proteins, collectively called lipocortins. It is postulated that
these proteins control the biosynthesis of potent mediators of inflammation such as prostaglandins
and leukotrienes by inhibiting the release of their common precursor, arachidonic acid. Arachidonic
acid is released from membrane phospholipids by phospholipase A,.
Pharmacokinetics: The extent of percutaneous absorption of topical corticosteraids is determined by
many factors, including the vehicle and the integrity of the epidermal barrier. Occlusive dressing with
hydrocortisone for up to 24 hours has not been demonstrated to increase penetration; however, occlu-
sion of hydrocortisone for 96 hours markedly enhances penetration. Topical corticosteroids can be
absorbed from normal intact skin, while inflammation and/or other disease processes in the skin may
increase percutaneous absorption. Greater absorption was observed for the clobetasol propionate gel
formulation as compared to the cream formuiation in in vitro human skin penetration studies.
Studies performed with clobetasel propionate gel indicate that it is in the super-high range of
potency as compared with other topical corticosteroids.

INDICATIONS AND USAGE: Clobetaso! propionate gel is a super-high potency corticosteroid formu-
lation indicated for the reliet of the inflammatory and pruritic manifestations of corticosteroid-respon-
sive dermatoses. Treatment beyond 2 consecutive weeks is not recommended, and the total dosage
should not exceed 50 g per week because of the potential for the drug to suppress the hypothalam-
ic-pituitary-adrenal (HPA) axis. Use in children under 12 years of age is not recommended.

CONTRAINDICATIONS: Clobetasol propionate gel is contraindicated in those patients with a history of
hypersensitivity to any of the components of the preparation.

PRECAUTIONS:
General: Clobetasol propionate is a highly potent topical corticosteroid that has been shown to
suppress the HPA axis at doses as low as 2 g per day.

Systemic absorption of topical corticosteroids can produce reversible HPA axis suppression with
the potential for glucocorticosteroid insufficiency after withdrawal from treatment. Manifestations of
Cushing's syndrome, hyperglycemia, and glucosuria can also be produced in some patients by sys-
temic absorption of topical corticosteroids while on therapy.

Patients receiving a large dose applied to a 1arge surface area should be evaluated periodically for
evidence of HPA axis suppression. This may be done by using the ACTH stimuiations9.m. piasma cor-
tisol, and urinary free cortisol tests. Patients receiving super-potent corticosterdids should not be

treated for more than 2 weeks at a time, and only small areas should be treatedr ai any one time aue-

to the increased risk of HPA suppression.

If HPA axis suppression is noted, an attempt should be made to withdrawhe; dr 10 reduce the
frequency of application, or to substitute a less potent corticosteroid. Recovery of A ayis function
is generally prompt and ¢ lete upon discontinuation of topical corticosteroids. Intrequemly signs
and symptoms of glucocorticosteroid insufficiency may occur that require supplemental systemic
corticosteroids. For information on systemic supplementation, see prescribing information for those
products.

Children may be more susceptible to systemic toxicity from equivalent doses due to their larger
skin surface to body mass ratios (see PRECAUTIONS: Pediatric Use).

If irritation develops, clobetasol propi gel should be discontinued and appropriate therapy
instituted. Allergic contact dermatitis with corticosteroids is usually diagnosed by observing failure to
heal rather than noting a clinical exacerbation as with most topical products not containing corticos-
teroids. Such an observation should be corroborated with appropriate diagnostic patch testing.

If concomitant skin infections are present or develop, an appropriate antifungal or antibacterial
agent should be used. If a favorable response does not occur promptly, use of clobetasol propionate
gel should be discontinued until the infection has been adequately controlled.

Clobetasol propionate gel should not be used in the treatment of rosacea or perioral dermati-
tis, and should not be used on the face, groin, or axillae.

Information for Patients: Patients using topical corticostergids should receive the following informa-

tion and instructions:

1. This medication is to be used as directed by the physician. It is for external use only. Avoid
contact with the eyes.

2. This medication should not be used for any disorder other than that for which it was prescribed.

3. The treated skin area should not be bandaged or otherwise covered or wrapped so as to be
occlusive unless directed by the physician.
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Directions for puntturing tube seal: Remove cap. Tum cap
upside down and place puncture tip onto tube. Push cap until
tube end'is punctured. Screw cap back on 10 resea! tube.

Mig. by: Taro Pharmaceuticals inc. -

Bramalea, Ontario, Canada L6T 1C3
Dist. by: Taro Pharmacenticais U.S.A., n¢., Hawthorne, NY 10532
TARO is a registered trademark of Taro Pharmaceuticals U.S.A., Inc. 3

15 ] NDC 51672 1294-1

Clobetasol Propionate [ﬂ], 0.05%

FOR EXTERNAL USE ONLY NOT FOR OPHTHALMIC USE.
Rx only
Keep this and all mellu:aiion out of tiié reach of children.

‘f" ’\ — —
‘" EACH GRAM CONTAINS: Clobetasol propionate 0.5 moimod pasecompmd of propylene gly-
col, carbomer 934P, sodium hydroxide and puritied r [ TN m

USUAL DOSABE: Apply a thin layer of clobetasol pry te Oel to the aﬂemd skm areasmm,

daily and rub in gently and completely. ; : 1! !

See package insert for full prescribing information. RN .
Store between 15* - 30°C (59° - 86°F). Do not refrigerate. P
For lot number and expiry date see ftap of carton or crimp ol !ube

159 - NDC 51672-1294-1

Clobetasol Propionate [tT3], 0. 057, SE—

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.

" Rx only

Keep this and all medication out of the-reach of children.

|
|

PK-2548-0

6’/990

g



CAPEND

135¢m

110mm

-

3mm |

34.91
cm

i
1

gf
- 3491 —— |-
cm

i
1

NDC 51672-1294-2

Clobetasol Propionate ..
@, 0.05% Sl

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE. </

PR AN
A

Rx only i
Keep this and all medication out ot the reach of children.

EACH GRAM CONTAINS: Clobetasol propionate 0.5 mg in a gel base composed of
propylene glycol-earbomer 934P, sodium hydroxide and purified water.

USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the affected skin
areas twice daily and rub in gently and completely. See package insert for full pre-
scribing information.

Important: Do not use if seal has been punctured or is not visible.
Store between 15° - 30°C (59° - 86°F). Do not refrigerate.

To Open: Use pointed-end on cap to puncture seal—

See crimp for lot number and expiry date.

Mfd. by: Taro Pharmaceuticals inc., Bramalea, Ontario, Canada L6T 1C3
Dist. by: Taro Pharmaceuticals U.S.A., Inc., Hawthorne, NY 10532 PK-2549-0
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@ Mid. by: Taro Pharmaceuticals Inc.

‘Bramalea, Ontaric, Canada L6T 1C3 .

Dist. by. Taro Pharmaceuticals U.S.A., Inc., Hawthorne, NY 10532

TARO is 3 registered trademark of Taro Pharmaceuticals U.SA., inc. 3

| .
Directions for puncturing tube seal: Remove cap. Turn cap upside
| downand place puncture tip onto tube. Push cap until tube end is punc-
tured. Screw cap back on 1o reseal tube.
!
|
|
167

TARO s 8 reqtred trademrk o Taro P 12942012

309 NDC 51672-1294-2

Clobetasol Propionate [T, 0.05%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
Rx only
Keep this and all medication out of the reach of children.

EACH GRAM CONTAINS: CIobetasoI propionate 0.5 mg in a gel base composed of pmpylene glycol,
carbomer 934P, sodium hydroxide and puritied water.
USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the affected skin areas twice daily

and rub in gently and completely.
See package insert for full prescribing mformatnon o )
. Store between 15° - 30°G {59° - 86°F). Do not refrigerate. e

For lot number and expiry date see fiap of carton or crimp of tube. =

| T NDC 51672-1294-2
| E P Qs .

o2 o |
2E£ & ' Clobetasol Propionate [T, 0.05%
) ot e
S8 8 | FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE. 44y P TARO
'SR ® 2 ' nloﬂlv 8 /99:.,
|- " Keep this and all medication out of the reach of children.
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, b
FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE F
£ Rx only . g R
£ Keep this and ail medication out of the reach of children.};;‘.i?,’
™~ ‘tz‘“ - EACH GRAM CONTAINS: Clobetasol propionate 0.5 mg in a gel bas?(?oi‘n'posed of
% propylene glycol, carbomer 934P, sodium hydroxide and purified water. ‘
USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the aﬂected skin
areas twice daily and rub in gently and completely. 0
See package insert for full prescribing information. , ‘
© £ Important: Do not use if seal has been punctured or is not visible. “ '
4_3‘*— E Store between 15° - 30°C (59° - 86°F). Do not refrigerate.
To Open: Use pointed end on cap to puncture seal.
See crimp for lot number and expiry date. i F
Mfd. by: Taro Pharmaceuticals Inc., Bramalea, Ontario, Canada L6T 1C3
Dist. by: . Taro Pharmaceuticals U . A., Inc., Hawthorne, NY 10532
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- FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE. ,
 Rxonly |
! Keep this and all medication out of the reach of children.
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down and place puncture tip onto tube: Push cap until tube end is
punctured. Screw cap back On to resealitube.

@Mtd. by: Taro Pharmaceut!cals Inc. ||

Bramalea, Ontario, Canada L6T 1C3

Dist. by: Taro Pharmaceuticals U.S.A., Inc., Hawthorne, NY 10632 N
TARO is a registered trademark of Taro Pharmaceuticals U.S.A., Inc. 31181516

9

‘ 2112943
| |

! NDC 51672- 1294 3

clobetasol Propionate (T3], 0.05%

TJARO

EACH GRAM CONTAINS: Clobetasol propjonate 0.5 mg in a gel base composed of
propylene glycol, carbomer 934P, sodium hydroxide and purified water.

USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the affected skin
areas twice daily and rub in gently and completely.

See package insert for full prescribing information. :

Store between 15° - 30°C;(59° - 86°F). Do not refrigerate. [

For lot number and explry date see ﬂap of carton or cnmp of tube

i
b NDC 51672-1294-3

Glo'betasnl Propionate [T}, 0.05%

FOR EXTERNAL USE ONLY NOT FOR GPHTHALMIC USE.
Rx only

‘ e ——— ]
. Keep this and all medication out of the reach of children. : -
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15¢ NDGC 51672-1294-1

Clobetaso! Propionate
[, 0.05%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
Rx onty .
Keep this and all medication out of the reach of children.

EACH GRAM CONTAINS: Clobetasot propionate 0.5 mg in a gel base composed of
p giycol, 934P, sodium hy and purified water.
USUAL DOSAGE: Apply a thin layér of clobetasol propionate gel 10 the attected skin
areas twice daity and rub in gently and completely. Ses package insert for full pre-
scribing information.
Important: Do not use if seal has been punctured or is not visible.
" Store between 15° - 30°C (59° - 86°F).. Do not refrigerate.
To Open: Use pointed end on cap 1o puncture seal.
See crimp for lot number and expiry date.
Mfd. by: Taro Pharmaceuticals Inc., Bramalea, Ontario, Canada LET 1C3
Dist. by: Taro Pharmacesticais U.$.A., inc., Hawthorne, NY 10532
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" Dist.by: Taro Pharmacowticals U.S.A., lnc., Hawthome, NY 10532

upside down and place puncture tip onto tube. Push cap until
tube end is punctured. Screw cap back on 10 reseal tube.

Mfd. by: Taro Pharmaceuticais Inc. -
Bramalea, Ontario, Canada L6T 1C3

TARQ is a registered trademark of Taro Pharmacetticals U.S.A,, InC. 3 || 51672112941

- - NDC 51@
Clobetasol Propmnate[ﬂﬁ] 9.05% ]

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
Rx only -
Keep this and all modlution out of the reach of children. - i

15¢g

" EACH GRAM CONTAINS: Clobetasol propionaté 0.5 mg in a gel base comnosed of propylene gly-
col, carbemer 334P, sodium hydroxide and purified water.

USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to tne aﬂecied skin areas twice
daily and rub in gently and completely.

See package insest for full prescribing information.

Store between 15° - 30°C (59° - 86°F). Do not refrigerate.

For iot number and expiry date see fiap of carton or crimp of tube.
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159 NDC 51672-1284-1

Clobetasol Propionate [, 0. 05%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE:
Rx only
Keep this and all medication out of the reach of children.

PK-2548

i

‘M82

i



135cm

TN
3
"3

spooeWIRYd o

110mm

CAP END
OPEN END

R

3mm ’
| 30¢g NDC 51672-1294-2

1| Clobetasol Propionate
L35 | [, 0.05%

f FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE. {

l - Rx only ' i
Keep this and all medication out of the reach of chiidren. MR
EACH GRAM CONTAINS: Clobetasol propionate 0.5 mg in a gel base composed of -

{ propylene glycol-earbomer 934P, sodium hydroxide and purified water.

| USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the affected skin

f . areas twice daily and rub in gently and completely. See package insert for full pre-

py scribing information. )

(t B g Important. Do not use if seal has been punctured or is not visible.

= ™ Store between 15° - 30°C (59° - 86°F). Do not refrigerate. -
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To Open: Use pointed-end on cap to puncture seat— —
See crimp for lot number and expiry date.

Mtd. by: Taro Pharmaceuticals Inc., Bramalea, Ontario, Canada L6T 1C3
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EACH GRAM CONTAINS: Clobetasol propionate 0.5 mg in a gel base composed of propylene giycol,

carbomer 934P, sodium hydroxide and purified water. - -

USUAL DOSAGE: Apply a thin layer of clobetasol propionate ge! to the affected skin areas twice daily

~ and rub in gently and completely. _

See package insert for full prescribing information. T

Store between 15° - 30°C {59° - 86°F). Do not refrigerate.

For lot number and expiry date see fiap of carton or crimp of tube.

30g NDC 51672-1294-2

Clobetasol Propionate 0.05%
y Us (]

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.

Rx only .-

Keep this and all medication out of the reach of childrem." -

Directions for puncturing tube seal: Remove cap. Turn cap upside
down and place puncture tip onto tube. Push cap until tube end is punc-
tured. Screw cap back on to reseal tube.

@ Mtd. by: Taro Pharmaceuticals Inc.
Bramalea, Ontario, Canada L6T 1C3
Dist. by: Taro Pharmaceuticais U.S.A., Inc., Hawthorne, NY 10532 N
TARO is a registered trademark of Taro Pharmaceuticals USA., inc. 3

TARO s 3 e 21672 1?-9"2|
30g NDC 51672-1294-2

Clobetasol Propionate [T, 0.05%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
Rx only
Keep this and aIﬁI medication out of the ;_e_ach of children.
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3mm
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Clobetasol Propionate
(], 0.05%

FOR EXTERNAL USE ONLY. NOT FOR OPHTHALMIC USE.
Rx only
Keep this and all medication out of the reach of children.

EACH GRAM CONTAINS: Clobetasol propionate 0.5 mg in a gel base composed of

propylene glycol, carbomer 934P, sodium hydroxide and purified water. ;

USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the aﬁected skin

areas twice daily and rub in gently and completely.

See package insert for full prescribing information.

Important: Do not use if seal has been punctured or is not visible.

Store between 15° - 30°C (59° - 86°F). Do not refrigerate.

To Open: Use pointed end on cap to puncture seal.

See crimp for lot number and expiry date. i

Mfd. by: Taro Pharmaceuticals Inc., Bramalea, Ontario, Canada L6T 1C3

Dist. by: Tare Pharmaceuticals U.S.A., Inc., Hawthorne, NY 10532
PK-2551-0
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@Mfd. by: Taro Pharmaceut!cals Inc. !
Bramalea, Ontario, Canada L6T 1C3 |
Dist. by: Taro Pharmaceuticals U.S.A., Inc., Hawthore, NY 10532 y

| o A__._L
Dlrecﬁnns lor puncturing tube seal Remove cap Turn cap upsuie l
| ||
TARO is a registered trademark of Taro Pharmaceuticals U.S.A., Inc. 3181516
) i ' .
: I

down and place puncture t|p onto tube: Push cap until tube end is
i ’ NDG 51672-1, 4-

punctured. Screw cap bacl‘( On to reseal\‘tube
CIohetasoI Propionate [T, 0.05%
FOR EXTERNAL usk ONLY NOT FOR OPHTHALMIC USE. | o TARO

943

Keep this and ali medlcatlon out of the reach of chlldren

o

EACH GRAM CONTAINS:  Clobetasol propjonate 0.5 mg in a gel base composed of
propylene glycol, carbomer 934P, sodium hLdroxide and purified water.

USUAL DOSAGE: Apply a thin layer of clobetasol propionate gel to the affected skin
areas twice daily and rub in gently and completely.

See package insert for full:prescribing information. :

Store between 15° - 30°C|(59° - 86°F). Do not refrigerate. [

For lot number and exp|ry date see ﬂap of carton or cnmp of tube
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Clobetasol Propmnate (7], 0.05%

FOR EXTERNAL USE ONLY NOT FOR QPHTHALMIC USE
Rx only

Keep this and all medication out ot the reach of children. |
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